February 5, 2010 



Attn: Tshanda Kalombo 
U.S. Department of Commerce 
Office of the European Union 
Room 3513 

14 th Street & Pennsylvania Avenue, NW 
Washington, DC 20230 

Comments of ASTM International: Transatlantic Innovation Dialogue 

As part of the Transatlantic Innovation Dialouge, ASTM International welcomes this 
opportunity to comment on government policies that help to enable innovation. 

We suggest building upon efforts initiated through the U.S. Department of Commerce - 
European Commission Standards Dialogue by engaging a broad set of stakeholders to 
review international standards and technical regulation policies with the goal of achieving 
a more common regulatory platform to spur greater commercialization of emerging 
technologies of benefit "to all stakeholders. In support of this goal, one important 
objective is to develop a greater mutual understanding, recognition, and use of 
international standards in emerging technologies, including; nanotechnology, renewable 
energies, climate control counting and reporting tools, electronic healthcare records, and 
additive manufacturing. 

The review should also examine polices that may have the unintended consequences of 
creating preferences for standards developed by specific international or regional 
standards bodies. For instance, in the context of the EU New Approach to Technical 
Harmonisation and Standardisation (the "New Approach"), a presumption of compliance 
can only attach to European harmonized standards. Following the New Approach 
method confirmed by Decision 768/2008/EC, EU regulators may only make use of 
European harmonized standards adopted by one of the three officially recognized 
European standards organizations. At the same time the EU deals with its obligations 
from the World Trade Organization (WTO) Technical Barriers to Trade (TBT) 
Agreement to rely on existing or imminent international standards "as a basis" for its 
technical regulation where this is possible. In doing so, however, the European 



Commission considers in the regulatory context that " international standards " are those 
adopted by the international standardization bodies ISO and IEC. Through formal 
cooperative agreements, ISO and IEC standards are often extended the privilege of 
compliance with the European regulatory requirements and official recognition as 
"harmonized standards". 

Under this proscriptiye approach, no legal mechanism exists to allow other 
internationally recognized standards to qualify for the presumption of conformity 
extending to harmonized standards. Products that do not strictly conform to harmonized 
standards must be measured directly against the "essential requirements" of the particular 
technical directive - adding costs, time to market, or requiring product redesign. In some 
instances, this approach encourages the development of duplicative standards addressing 
similar technical needs. 

In the United States and other countries, regulators have the flexibility to base standards 
related regulatory decisions on scientific factors such as quality, technical merit and 
applicability of the standard to the regulatory objective at hand. Fundamental to this 
approach is the flexibility to choose from a broad portfolio of international standards 
meeting WTO TBT Committee Principles for the Development of International 
Standards. Greater transatlantic adherence to this internationally agreed upon approach 
to the utilization of international standards advances the common interest of mutual 
stakeholders, improves the effectiveness of regulations, and fosters a more common 
platform to enable innovation. 

In closing, ASTM International is a globally recognized standards development 
organization with international standards used in research and development, product 
testing and quality systems. They are often a critical component of the information 
infrastructure that guides design, manufacturing and trade in the global economy. ASTM 
International has nearly 1,500 individual technical representatives from Europe engaged 
in our standards development work. In order to facilitate greater European participation, 
our standards development committees have recently held meetings, workshops and 
symposia in the Netherlands, Belgium, Germany, the United Kingdom, Ireland, Poland, 
Italy and the Czech Republic. We are committed to establishing deeper cooperative 
relationships with trade associations, companies, research bodies, consumer groups and 
the European Commission so that we can better respond to new challenges and 
opportunities created by advanced technologies of tomorrow. 

For more information regarding ASTM International, please contact Jeff Grove in the 
ASTM Washington Office at (202)223-8505 orjgrove@astm.org. 



